Not Relevant

From: Steven Callen <steven.callen@bayer.com>

Sent: Thursday, February 24, 2022 1:07 PM

To: Schmid, Emily <Schmid.Emily@epa.gov>; Meadows, Sarah <Meadows.Sarah@epa.gov>
Cc: George Sabbagh <george.sabbagh@bayer.com>; Roe, Lindsay <Roe.Lindsay@epa.gov>;
BCSReg_Archive <esepamailbox@bayer.com>; BCSReg_Archive <esepamailbox@bayer.com>;
BCSReg_ Archive <esepamailbox@bayer.com>; BCSReg_Archive <esepamailbox@bayer.com>
Subject: RE: XtendiMax Supplemental Labels

Hi Emily,

Good timing! The team just finished updating the ML and SL. | have attached them here, along with
the draft cover letter | am planning on submitting when these go through COX later today. Please
note that Baver is proposing for the ML and SL slightly different language for the reference to the
additional restrictions and a change 1o the timing reguirement for an applicator to view ESA Bulleting

from Bulletins Livel Two.

Not Part of Administrative Record

Kind regards,
Steven

From: Schmid, Emily <3chmid.Emilv@epa.gsovs
Sent: Thursday, February 24, 2022 11:00 AM
To: Steven Callen <steven.callen@@baver com>;, Meadows, Sarah <Meadows Sarahi@ens sovs

Cc: George Sabbagh <zegrge sabbash@baver.com>; Roe, Lindsay <Boe Lindsay@epa.gov>;

wox i haver oo, BCSReg Archive <gsepa

nallbe@bayvencom>,

BCSReg_Archive <esepamailbhoxi® T
Subject: RE: XtendiMax Supplemental Labels

Hi Steven,

Thanks for the update. Do you know when we can expect the labels today?
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Best regards,
Emily

From: Steven Callen <afeven.callen@baversom>
Sent: Wednesday, February 23, 2022 6:17 PM
To: Schmid, Emily <Schmid brilv@epa gov>; Meadows, Sarah <Meadows Sarah@eps gov>

Cc: George Sabbagh <gagrge sall
BCSReg_Archive <gsenar
BCSReg Archive <ggepal
Subject: RE: XtendiMax Supplemental Labels

Hihoxd =2y, coim>; BCSReg Archive <gsepamaibox@bavenooin>,

naitboc@ baver com>

eRamNot Part of Administrative Record

Not Part of Administrative Record

i have already alerted the team regarding the need for the website, so | will be sure to follow up with
them on this. Itis helpful to understand your timing so that | can light a fire under them to get to it

Thanks!
Steven

From: Schmid, Emily <Schmid Emilvi@ens oov>

Sent: Wednesday, February 23, 2022 5:11 PM

To: Steven Callen <steven.callen@hayvercoms; Meadows, Sarah <Meadows
Cc: George Sabbagh <gegrge sabbaph@bayer.coim>; Roe, Lindsay <Bge.Lings
aver.oen>; BCSReg Archive <gsepamailbox@baver.com>

Serah@ens.sr

>

"y - - .
JepaEey>;

BCSReg_Archive <gsepamailboxi@h
Subject: RE: XtendiMax Supplemental Labels

Hi Steven,

. L. Not Part of Administrative R d
Thank you for sending those and for giving us a heads up for the others. S

Not Part of Administrative Record

Bl el -\ Our goal is to be done by next Wednesday. In light of that, the website
referenced on the labels will need to be up by Wednesday, or sooner if possible.

If you have any questions or concerns, please feel free to reach out.

Thanks again,
Emily
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From: Steven Callen <stevan, sty
Sent: Wednesday, February 23, 2122 458 P
To: Meadows, Sarah <Jdeas
Co: George Sabbagh <gs
BUSEeg Archive <pusham
Subject: RE: XiendiMax Supplemerntal iai}eis

Sarsh®epnseee: Schmid, Emily «Sghumidd

Phaver rore, Roe, imf’isayf: '

HiBarah and Bmily,

We have compbeted the updates for the bwo state supplemental abeb for ?x; M and i&; ‘and those are
attached. Wae should have sddressed sll ofthe ¢
vous see any additional changes that are reeds

We are now finalizing the edits on the MU and the new supplemenial, which should be avallable 1o
sengd to you by ?cf TIOETOY,

All three nf these

abeb will be subrmitted through CDY, Dut | el s serad courtesy copes o vou when they are
resacdy.

Sent Wednesday §ebmary 23 Z{} "?‘AM

ik v Steven Callen <stevenoailon .
Co {:eﬂrge aaE}%}agh <georgesshoash@havercoims; Roe, zitndﬁax; <Hoe Lindsavide
BUSReg Archive <gsens

Subject: RE: Xtendibday stppi@m@n?ai ia%wia

Hi, Steven. P just checking Inonthis, Can you give us an update on the revised master and 3
supplemental iabels we're expecting from Bayer?

Thanks,

Sarah

From: Schnid, Emily <Schmid Erailviena sows
Sent: Sunday, ?@bmary 23, 2023 5:27 PM

To: Steven Callen <giowe '
Co: George &3!:}133;3?& SR
Mueadows, Sarah <Mepd X
Subject: RE: XiendiMax Supy *ziemen’{ai abﬁis

e 15
R

ayerooms Ros, Lindsay <Bos Lings

« BUSReg Archive <

Hi Slaven,
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Sorry for the delayed response. | got behind on emails.

Yes, you can send the revised supplementals to me and Sarah via email.

As for the expiration date, we have discussed it further and agree it would be best for the dates to
be the same.

Thank you,
Emily

From: Steven Callen <gfeven ndbaverooms>
Sent: Tuesday, February 15, 2022 2:32 PM
To: Schmid, Emily <Gchmid fmilvilens govs>

Cc: George Sabbagh <geprge sabbash@baver com>: Roe, Lindsay <Bge. Lindsayi@ena goy>;

Meadows, Sarah <Meadows. Serah@ens.poy>; BCSReg Archive <gsepamailbon @ havercoms
Subject: RE: XtendiMax Supplemental Labels

Thanks, Emily! Nice to hear from you

This alt looks straightforward to me. We should be able to make these changes, update the master
fabel and create an additional supplemental label, and get them to you by the end of the week at the
fatest. Vil submit the master label and additional supplemental through COX as indicated, but shall
send the updated state supplemental labels directly back to you?

There was a guestion about the expiration date. The states reviewed these labels prior to us
submitting to EPA, and they had no issues with aligning the expiration date on these with that of the
XtendiMax label itself. | can confirm again with the states, but we would propose keeping the
expiration date as is.

Thanks,
Steven

From: Schmid, Emily <Gchmid Emilvilepa sovs
Sent: Tuesday, February 15,2022 11:25 AM
To: Steven Callen <sfeven.callen@@haver.com>

Cc: George Sabbagh <gegrge sabbagh@baver.com>; Roe, Lindsay <Rge. Lindsavidepa.goy

-

Meadows, Sarah <Meadows Sarahi@epa sov>

Subject: XtendiMax Supplemental Labels
Hi Steven,
I hope you are doing well!l

We have reviewed the labels for Minnesota and lowa and have some comments (PDFs attached).
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It has been decided that the best way to get this information out to the user is to have each
registrant set up a website that will hold supplemental labels and add a general direction to the
master label that says, “You must check [X website] for state specific restrictions within 30 days of
application of this product.” That way, if there are changes to these supplemental labels, or if other
states want to add supplemental labels, the master label won’t need to be updated every time.
Additionally, we’ll need a supplemental label with this direction since some of the product is already
in the hands of the users and can’t be relabeled with this direction. You can submit both of those as
a fast track label amendment.

Most of the comments have to do with these needing to be supplemental labels rather than
bulletins, but if you have any questions about our comments or anything else, please feel free to
reach out.

Best regards,
Emily

Emily Schmid

Product Manager 25

Herbicide Branch

Registration Division, Office of Pesticide Programs
U.S. Environmental Protection Agency
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